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DETAILED ACTION 

Status of the Claims 

1 . Claims 1 and 4-7 are pending. Claim 7 is currently pending and the subject of 
this Office Action. Claims 1 and 4-6 are withdrawn. Claims 2-3 are cancelled. This is 
the first Office Action on the merits of the claims. 

Information Disclosure Statement 

2. All references have been considered except as lined through. The Huffman 
reference was not considered because the reference is incomplete. 

Priority 

3. The earliest effective filing date afforded the instantly claimed invention has been 
determined to be 02/01/2005 as to claim 7. 

4. Acknowledgment is made of Applicant's claim for foreign priority pursuant to 35 
U.S.C. 1 19(a) and 365(b) based on a prior application filed in the United Kingdom on 
02/03/2004. The certified copy has been filed in parent Application No. 
PCT/GB05/00348, filed on 02/01/2005 and received in this national stage filing. 

Election/Restrictions 

5. Applicant's election without traverse of Group I (claim 7) drawn to a composition 
in the reply filed on 6/09/2008 is acknowledged. 

6. The requirement is thus deemed proper and is therefore made FINAL. 
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Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

8. Claim 7 rejected under 35 U.S.C. 102(b) as being anticipated by Kozlowski 
etal (WO 02/062750). 

9. Instant claim 7 recites a "pharmaceutical composition comprising one or more 
CB2 modulators and one or more PDE4 inhibitors adapted for use in a human or 
veterinary medicine" (claim 7). Kozlowski et al teach "cannabinoid receptor ligands and, 
more particularly... compounds that bind to cannabinoid (CB2) receptors" (Page 1, 
Paragraph 1 ). Furthermore, Kozlowski et al teach that "Additionally, a compound of the 
present invention may be co-administered or used in combination with... PDE4 
inhibitors" (Pages 3-4). Moreover, Kozlowski et al teach the combination in the 
treatment of various medical conditions suffered by humans. Accordingly, Kozlowski et 
al teach a pharmaceutical composition comprising one or more CB2 modulators and 
one or more PDE4 inhibitors for use in human medicine. Since each element of instant 
claim 7 is anticipated by Kozlowski et al, claim 7 is rejected. 

Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

12. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Iwamura et al (J Pharmacol Exp Ther 296(2):420-425, 2001) in view of Van der Mey 
ef a/(J Med Chem 45:2520-2525, 2002). 

13. As discussed above, instant claim 7 is drawn to compositions comprising one or 
more CB2 modulators and one or more PDE4 inhibitors. Iwamura et al teach the use of 
CB2 modulators in the treatment of inflammatory disorders. Specifically, Iwamura et al 
teach that "a CB2-selective inverse agonist, JTE-907, has an anti-inflammatory effect in 
vivo" (abstract). However, Iwamura et al do not teach the combination of a CB2- 
modulator with a PDE4 inhibitor. 

14. Van der Mey et al teach the use of PDE4 inhibitors in the treatment of 
inflammatory disorders. Specifically, Van der Mey et al teach that selective PDE4 
inhibitors "show high anti-inflammatory activities in vivo after oral application" and "are 
considered to be promising agents for the treatment of rheumatoid arthritis, asthma, and 
other inflammatory diseases" Page 2523, Column 2, Paragraph 3). 
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1 5. It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to combine the teachings of Iwamura et al and Van der Mey et al. 
Iwamura et al and Van der Mey et al. teach the use of CB2 modulators and PDE4 
inhibitors, respectively, in the treatment of inflammatory conditions. As stated in MPEP 
2144.06, "It is prima facie obvious to combine two compositions each of which is taught 
by the prior art to be useful for the same purpose, in order to form a third composition to 
be used for the very same purpose... [T]he idea of combining them flows logically from 
their having been individually taught in the prior art." In re Kerkhoven, 626, F.2d 846, 
850, 205 USPQ 1069, 1072 (CCPA 1980). Thus, it is prima facie obvious to combine 
one agent which is known to treat inflammatory disorders with another agent which is 
known to treat inflammatory disorders to form a third composition for the treatment of 
inflammatory disorders. Accordingly, claim 7 is obvious. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CRAIG RICCI whose telephone number is (571)270- 
5864. The examiner can normally be reached on Monday through Thursday, and every 
other Friday, 7:30 am - 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patrick Nolan can be reached on (571) 272-0847. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/CRAIG RICCI/ 
Examiner, Art Unit 4161 

/Ashwin Mehta/ 

Primary Examiner, Technology Center 1600 



